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4 CONTRAINDICATIONS
Meloxicam abets are conraiicated in th following paiens:

. iyl 1
the drug, product 1
. other afer aking aspirin
i NSAID: have
see Warnings and Precautions (5.7,5.) |
. 1)

5 WARNINGS AND PRECAUTIONS
5.1 Cardiovas cular Thrombotic Exvents

NSAIDS of up o three
. includ

myocardiol
e sk for v
inombotc et s i or A NSAID. The et s nsrous CV onbotc

Glsase or sk facios or CV disease, However,paders with JamenCY disease o rskfocirs b s
igher excess serious CV o thi
i

dies
early as the first weels of weament. The increase InCV thromboric risk has been abserved most
comsistedy at higher doses.

“To minimize the potental isk fo an adverse CV evert in NSAID-reated paters, use the lowest
effective dose.

previous CV
1 serious CV.
they occur.
Y serious
CV thrombotic b '
I the riskof
G2
‘Status Post Carorary Avtery Bypass Graft (CABG) Surgery.
Two large, paininhe frst
10-14 days
CABG
PostcMI Paienss
Danish Natorsl
NSAIDS reinfarciion.

inihe e inci nwwmeammme
firstyear post- M1 was 20 per 100 personyears in NSATD-treatd patiess Compared t 12 per

after the firstyear post M1, the Kof death
the next four years of follow-up.
Avoldh

use of bereriss
the risk of recurrent CV thromboric evers. f Meloxicamis used in atents with arecent MI, monitor
signs of cardiac ischernia.

52 Gastrointes tinal Bleeding, Ulceration, and Perforation

NSAID,ielcing el ncluding
ol he esoph i mesie, o rge
e ieh canbe i Thene srboss e mmmm”m, G with o i
e nfive i

oper ymptomic. Upper 1 blced

1% of pa -6 mons, and in
abou 2-4% of one year.
tisk

Risk Factors for GI Bleeding. Ulceration and Perforation
Paterts with a prior history of peptic ulcer disease andor GI blceding who used NSAIDSs had a greater
than ping 3 GI bl »

i chde longer
duraional i

health: fatal ‘ o debilted
ddionaly, ptes withovaneed ver disease y

bleing

‘Suategies o Minimize the G Risks in NSAID-reated prieres:
* Use the lowest effective dosage for the shortest possible duraton.
Avoid adniistzaion of more than one NS

bleedi L
other than NSAID:.
. ert for during NSAID therapy.
nd

discontinue Meloxicam unil a serious Gl adverse ever s ruled ou,
Inthe seting of concomitant use of low-dose aspiin for cardiac prophylaxs, moritor ptients
more closely for evidence of GI bleeding [see Drug Ineractons (7).

53 Hepatotoxicity

Elevaion of ALT o AST dree ormor e he upper it of e [ULND e b epored in

aprosimaely 1% o inclinical rial; Gimes ftal, cases

oF severs bepale nuy,Incladig flran hepacis, liver recrosts,an hapalc Flure ave oo

reported.

Elevations of ALT or AST (les thanhree tmes ULN) may occur i0up 0 15% of paiens reated with
(SAIDS inclucirg meloxicam.

he
e s, e oo oo T oy, I(:quul signs
X o

itia, rash,etc ), d

5.4 Hypertension
NSAIDsicuing Meloica canlsad o new orset o worsern o prexitg yperion, iter
of Ve ki

vens. Paterts
these
heapies heniaing NSAIDs lee Drag ineracions (7)1
he intaton of
iherapy.
5.5 Heart Failure and Edema
T NSAID
g po wse riskof M1,
hospiaization for heart ailure, and death.
ddiional NSAIDS. Use
conditons (e i \CE nhibi
Interactons (7).
Avoid he use of are expected o
worsening heart flure. h severe heart failure,
moritor patiess for signs of worsering hear ailure
5.6 Renal Toxicity and Hyperkalemia
Remsl Toxicity
ing Mel popi .
ronalinulficieney, acute renal ailur, and other reral injry.
Renal toxiciy b prostaglandins
the mainenance of renl perfusion. Inh adose-
darily, inrenal blood flow, which may
b impaired
remalfunction, dehycdration hypovolemia, heart aiure,liver Iose taking diuretics and
E inhibitors or ARB, and the elderl

Tecovery i the preieament sate.

renal
preexisting reml disease. Because some Meloxicam meabolites are excreted by the kidney, morstor
patents for sigrs of worsening renal function

in dehydrated o i Meloic Montor
renal wih renal or hepa heart volemia
during use of Meloxicam see Drug Interactions (7).
of
i nless

tebeneie 1 funcion. I Mel
5 with advanced renal disease, monitor patients for sigrs of worsening renal function [see Clinical
Bramacoioiy (291

Iereases luding hyperkalemia, ha
NSAIDs npatene funciion, these

57 Anaphylactic Reactions

Warnings and Precautions (5.8))

Seek emergency help if an amaphylaciic reaction occurs.

58 Exacerbation of Asthma Related to Aspirin Sens tvity
paiens

has been

preexisting

patents for changes I he
st
59 Serious Skin Reactions

NSAIDs, including el s
lysis (TEN), which canbe faal, These

Serious events may occur without
eactors, and o disconinue the use of Meloxicam s he firs appearance of skinrash or any other

an

NSAIDS [see Conraindicatons (1))
5.10 Premature Closure of Fetal Ductus Arteriosus

the Avoid use of NSAIDS,
weeks of

iocluding Mel
‘Specific Populaions 3.1l

5.1 Hematologic Toxicity

fluid
with Meloxicam has

retention, y

any signs or sympions of anemia, monitor hemoglobinor hemuiocrit

NSAIDs, including Meloxican, blecding evers.
i

may increase thi risk. Moritor these patins for signs of lecding see Drug Iteractions 7).

5.12 Masking of Inflammation and Fever

P 5 [ . may dininish
the ity of diagrosic signs in detecting infections
513 Laboratory Monitoring
Bleeding, i venal njry can.
sigrs, g paients
periodically [see Warnings and Precautions (52,53, 5.6))
6 ADVERSE REACTIONS
The following af the labeling:
Cardiovascular Thrombotic Events [see Boved Warning 01
* GlBleeding, Ul gand

Hepattaxicity[se Warningsand Precautions (5.9
yperisontee Mo and recatons 691
HeartF ma see Warmings and Precauions (5.5) |
Rem Tosiery et Hypetemt o Wi cnd vt (5]
Amphylactic Reactiors [see Warnings and Precautons (57) |
Serious Skin Reactions [see Warnings and Precautions (5.9) |
Hemstologic Toxicity [see Warnings and Precautions (5.11) |
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patens for at leastone: tely 10,500 of these paterss
363 of these patiens ando
wointestial were the most
A double-bind
the koxe or
conrol. Two double-blin, with
“Table 1a depicts ads he 12-weck
placebo- and actve-controlled osteoartris wial
Table 12
week placebo-cortrolled theunstold arthrts ias.
Table 1a Ad in>: ina12:-Week
Osteoarthriis Placebo- and Active-Controlled Trial
Placebo
No. of Patients 157
Gastrointestinal 72
Abdominal pain 25
Diareh 38
a5
a5
32
19 s 32 26
25 19 s 33
05 26 00 13
Influerzarlie sympioms 51 45 58 26
Central and Peripheral Nervous
System
Dizziness 32 26 8 20
Headache 102 78 83 59
Respiratory
Pharyngits 13 06 32 13
Upper respiratory ractnfection 19 32 1 3
Rast? 25 26 0s 20

‘Table 1b Adverse Events (%) Occurring in 22% of Meloxicam Patients in two 12-Week Rheumatoid Arthrits
Placebo- Controlled Trials

Placebo Meloxicam 7.5 mg daily Meloxicam 15 mg daily
469 81 a7

of Patents
‘Gas trointes nal Disorders 141 159 168
Abdomins pinNOS” 06 29 23
Dyspepic signsandsympioms 38 58 0
Nasea” 33 38
‘General Disorders and Administration Ste Conditons

Influerea-like illess” 21 29 23
Infecton and Infesations

Upper Respiratory actnfections- a1 0 65
pathogenclass umpecifed

19 15 23
64 64 55
Rash NOS™ 17 10 21
R e e, eadaches a
1 MedoR yspepss. dspepsia aggravaed, nucason,
oo e (aryngh NOS, pharyngh NOS, s

Ros) noich ¥ f i
T pas weeks)
and long-term (6 months) n active-contolled osteoaririts trals are presented in Table 2,
Tabl Patients in4 o 6 Weeks and 6 Month Active-Controlled Os teoarthrits

Triaks

4:6 Weeks Controlled Trials 6 Month Controlled Trials
am 1 7.5 mg

Meloxic mg. 15 mg daily
256 169 306
118 150 %6 22
27 23 47 29
08 12 18 26
19 27 59 26
38 74 89 95
05 04 30 26
24 a7 a7 72
06 08 8 26
Body as a Whole
Accident household 00 00 05 20
Edemn” 06 20 24 6
Pain 05 20 a6 s2
Central and Peripheral Nervous System
Dizzine: 1 I 24 26
Headache 2 27 6 26
Hematologic
memia 01 00 a1 29
Musculoskeletal
Artralgia 05 00 s3 13
Backpain 05 04 30 07
Insomnia 04 00 36 16
Respiratory
Coughi 02 08 24 10
Upper respiraory tactinfection 02 00 83 75
Skin
Prurius 0.4 12 24 00
Rash! 03 12 30 13
Urinary
Micurition frequercy 01 04 24 13
Urinary wract infection 03 04 a7 69
- e dependens, edems perphrsl, and edema g combied
1 WHO prefered erms ash, s erybematous, an rash macub-paplr combined
Higher doses of
15 m,
Pediarics
Juverile Rheuraioid Artritis ORA)
T IRA were
exposedio from0. [ wrals,
b o doubie-blind T
I-year open-label PK study. The
adverse. with i rature o the adult
clinical wial T Jar, e following most
. abdominal pain vomiting, diarthea, headache, and
inthe e dultrals. Rish was reporied Meloxicam.
e il
ot demorstrate an ge or gender-specific subgroup efect
he following. Meloxicamin
clinical wials involving approximaly 16,200 patiens,
Body as a Whole allergic reaction, face edem, faigue,fever, ho flushes, malase, syncope, weightdecrease, weight increase.
Cardiovascular rdis failure, Ty il infarction, vasculitis
Central and Peri e vertigo
Gastrointestinal colits, dry mouth duoderal ul h i I hemarrhage, br ! I cer,
hythria, paly hycard
Hematologic leukoperia, purpurs, thrombocstopenia
- System. ALT increased, AST increased, bilirubisemis, GGT increased, hepstiis
Metabolic and Nutriional dehydration
Psychiatric alusion,de
Respiratory astha, brorchospasm, dyspnea
i I d
Special enses abmormal vision, conjuncavii, aste perversion, ttus
Urinary System I BUN 4 hemauria, renl ail
6.2 Past Marketing Expers
ol Ml B
these reactions are repe ncertainsize, tis
sbout
whether o include
mare of the following. he mber of reports, it
‘ausal relationship 0 the drug. Adverse reactions reported 1n worldwide post murketing experience or
the
3 necrolysis,and
inferdlity femsle.
7 DRUG INTERACTIONS
See Table 3 for clinically sigrificant drug ireractions with meloxicam See also Warnings and
Precautons (52,56, 5.11) and Clinical Pharmacology (12.3).
“Table 3 Clinically Significant Drug Interactions with Meloxicam
Drugs that Iterfere with Hemostasis
Clnico o Meloicamand sicoaulrs suchos warfrinbave a sywrgisic fect o e W bleeding comp tther drug alore. »
Inervention: oo paseres s of bleeding [see 1)
Aspirin
Clinical Impact: i arlgesic doses of aspirind NSAIDs nd dvith of he NSAID alone [see
Intervenion
o fsee 1l o
ACE Inhibitors, Angiotensin Receptor Blockers, or Beta-Blockers
s or ol
Clinical Inpact 1 paierss who are elderly, ), or have reral with ACE inhibitrs or ARBs. Juding These effects
Iterventon:  During I 1 ACE inhibitors, ARBs, o beta-blocker 0y i who are elderly, L or have impaired rena f forsigs of worsering reral funcion [see adequately
hydraed 1 of
Diuretics
Cliical sudies, as well s post-
Clinical Inpact erie g, effectof insome patiens. This effect renal H @ elfect meloicam.
InrVenton: g serve patens for signs of 1 fsee Warnings and

thium
Clinical Impact: NSAIDs have '
Intrventon:

During concomitant use of Melosicamand lthium moritor patents for sigrs of ldsium oxicity.

159%, and the renal

Methotrexate

Clinical Impact: may 1 dysfunction)

mterventon: pying pasens for

Cyclosporine

Clnical Impac;

Vo g paters for signs of

NSAIDS and Salicylates

Clinical Impac NSAIDS or salicylates (e ., diflunisl, 8 it lte or Wartings and

Itervenion NSAIDs or

Pemetrexed

Clinical Impact: nformution)
uring siens with renal from45 0 79 mLin,

VRN gtk he dayof,

In paients min,

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy
Risk Suomary
s I M ird i pregs
premature closure of the fetal ductus artriosus. Avoid use of NSAIDS, Icluding Meloxican, in
weeks

“There are m adeay Dat

NSAID.
Inthe general U-S. populational clnically
rdless of drug exposure, 2.4%for major
malformaions, and 15-20% for pregnancy loss

el

meloxicamatoral

MIRHD) of Mel Septal heartdefects were
78

times the MRHD.

, 0.08-tmes MRHD of meloxicam. No
terageric eff
oral dose equivalent 10 25 and 26-times the MRHD [see Data.

loss.

renal s

23



Labor or Deliery.
There are labor or dlivery. Inaniml sudies, NSAID:
Tuding mel i he

incidence of stllbith,

Daa
Animal Data

regron cas durirg il
doses up o 4 mggiday (2.6 MRHD of 15 mg
)

Ldeleces of
e conparison). T was 20 mkg/day (26-fold

i rab meloxicam
doses of 1 ively, thanth

o O8-times f}

82 Lactation

There are ar

Animal Data

A laciaing

8.3 Females and Males of Reproductive Potential

Females
the use of luding Mel

NSAIDS Comider
withdrawal of NSAIDS, including Mel who who are
Inbergorng mestgmionol ilesity.

8.4 Pediatric Use

o ® f 17 years of age has been
wals Jand

Clinical Studies (14.2).
8.5 Gerlarric Use
sty 10 yourger patiens are g
i s elderly
dosing
P o athese efecs b Warmings and Precanons (1555556519,

8.6 Heparic Impairment
s patens withmild 10 Patiens with

with

No dose adjustmentis necessary in patirts with mild to moderate rerul impairmens. Paterts with severe
ronal The use of

7.5 mg per day.
0

10 OVERDOSAGE.

acue lethargy, d
rausea, : i

as . b ronal fll and

L butwere are [see 5.1,52,54,56)
Mamge paients Il There are mo
per ke pa
four hours of p
Forced i hemodils firts
,m.mn.,.a..g

e of mloncam Accleaed renpal o eloxicamby 4  oraldoses ofcolesy ven
ihree e oy e aelal
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For additional

11 DESCRIPTION

MeloxcamTabies (NSAID). 75mg
5 mg meloxicamfor oral ad

ide. The molecular
el is 514 e Tormai s Cogt N1 e h Fll g sucmrrforate

AL

Chemical Structure

sellow ol . with bigh
acids and bases.
Cocifcenlog Papp ~O.1ina-octmol uer pH 7:5.Melosicam s s vloes o 11 o 2.
ablet for oral 7.5 mg or 15 mg meloxicam.
“The inacave ingred) i
dibydrate.

12 CLINICAL PHARMACOLOGY
121 Mechanism of Action

r Meloxicam like s understood but
involves inhibidonof cyclooxygensse (COX-1 and COX-2),

during therapy
action o bradyi

ninucing pain i anmal models. Prostaglandins are mediatoes of inflaration.

decrease of prostaglandin i peripheral tissues,
123 Pharmacokinetics

Absorption

The I 30 mg
compred with 30 mg IV bolus injection. Following single insavenous dases, dose-proportonsl
pharmacokietics were shown in he range of 5 18,0 60 mg, After mulple oral doses the

e range of 7.5 10 15 g,
Mean Crex wis ahieved i 0ur o e hours fer 7.5 g neloxcamblet s e under
ady-siae
concenat 2014
s poseose. suggesang iy recyc .
beenshownto
Table 4 Single ® for Oral a5 mg % vy,
Steady State Single Dos
chey) " Elderly females (Fed)! Renal falure (Fasted) Hepatic insuffciency (Fasted)
7.5 mg’ tablets 15mg capsules 15 mg capsules mg capsules
N i 5 s 12 2
Cox ginL) 10500) 2369 3204 05900 084 (9)
tnax [0} 49.() 502) 6@ 169 1067
2 m 2.109) 2104 2464 1846) 1629)
cLi tolnol 8809) 99.06) s122) 1963 1)
vits 1470 1562 1000) 2064) 14@9)
R rpmm.mm.,awmmmwwm
v
# Mebviam
Vet DA Keh
Food and Antacid Effecs
vl G o i ue)
s unch 1 6 hours. No
h 5. Based on
i iming of meals
of amacids.
The Iy 101,

range. The fracion of

proteinbinding i Indeperdent of

a

after oral dosing, s ess i

deected inthe plasma was present as unchanged meloxicam.

Meloxicamconcenuator insmovia i, after s gl ra dose nge from 0% o 0% o hose
ma. The

i plasma. e lower albumin
ukaown.
Elinition
Metabolism
livr. include S-carboxy
. romP-450
metbolie 5-1 exters (9% of dose). Inviro
sudies i
ekl ey it CYPIALlsmoyme aen

6% and 1% of the admiisiened
o meipecioeiy, Al ot e s s ot b e iy o parscgicn sty

Excreton
he formof metbalites, and 1 exens nte
urine and feces. Only traces of the unchanged parent compound are excreted inthe urine (0.2%) and
feces (1.6%). The extentof e urimry excretion was confirmed for ulabeled mulple 7.5 mg doses:
5%, 63, 135 of e dose were ourd n e indhe formof meloxicas g e oy
drug. cholestyranie foll ingle IV dose of
meloicam decreased the AUC of meloxicam by 50%.
b 15 hours t0 20 hours. is
levels icang me. Plasra
clearance ranges from?7 0 9 mLmi
Pediaric
After single ( i
“was a eneral end of approxinacly 30% lower exposure inyounger paients (210 6 ears old) a5
Compred o th older patierts (7 to 16 years old). T he older patients had meloxicam exposures similar
Gsingle . whenusing AUC values
lized of 0,
was 152(10.1)and 20 patens,and 7 0 16 year
old pasens, respectively.
b was the single

mormelized apparentoral cleatance values were adequate predictors of meloxicam exposure in pediatic
patens.

“The pharmacokinetics of Meloxicamin pediaric parerss under 2 years of age have ot been
investgated.

Geriaric
Elderly ml ate
imilr 0 les. Elder had 2 47% higher AUCSs

and 32% higher -d & of age) 1

lizaton. Despite th duotl e ad
I Ml free
elderly female ptiens incomparison o elderly male paiens
sex
You relaive to Jes. Aftersingle
doses of 7.5 mg Meloxi was 19.5 hours for the fensle g
Compared o 734 o uls!urmzmatim\lp Avsteady s he i were sy (179 Tors 1214
Tours). This pharmacokinedic difference due o gerder s likely to be of ltle clinical i

There s lneary ofparmcolieics a0 Sopectabl aference nihe Gonsor T eross
gendor

Hepdm' Impaiment

inpasiens i mild (Chld-ugh Clas D or moderae (Chid-ugh Clss ) hepa mpiemer:
compu o ety
Nodosn parmen. e i

et (53 and e Spce Popattons (351
Renal Impairment



inpeien. Toldu lsomcomenron of o ckmdecrsed o il clorce of ot

renil
g
available for hepat No dosage
Patiens with severe remal
The use of
Use in Specfic Populations (5.7)L
Hemodiayss
meloxican the pa

rm aeion dditonal
s are ot necessary after hemodialysis. Meloxicam s nt dialyzable [sce Dosage and Adnminisation
1 ond Use i Specic Poulaions 8.9
s Imeraction Su
Aspirin:

e withaspirin
(1000 m three imes daily) o healhy. vnhmeevs, ended 10 increase he AUC (10%)and Cr (G436)
ofneloxcan.The clisca sgaficane of s eracions ko Se Table S orcincaly

i o of NSAS i

days

,
rediton nAUC Thissugess b xsence of echedsionpivy for el e
astroimestinal ract. The clnical relevance of this imeraction has ot been esablished.

0 mg cimetidine four single

dose pharmscolieisof 30 g lonican.
for 7 day

doinater Inviro testing

g s s beween oo loniean

Liiam: X UC were
increased by 21% insubjects eceiving lthium doses ranging from B0 1 1072 mg twice daly with
meloxica 15

2!

Methorrexate: A study in

havea
significan effecton he pharmacokineics o single doses of methouexate.In viro, methotrexate did pot
displace

Warfarin: The
healty daily e
Rt b 1-39m0 1. hee e nl\rmnmdldmlaherwarhrmphamﬂmk/mms and the
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InINR from 1510 2.1, use Meloxicam with
nINR bleeding
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13 NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairmentof Fertiity
Carcloagenesis
T 104 weeks) and
mice (99
261 I
IMRHD] of 15 g
Inpairmentof Fertlity
a5
and32 Ay, than
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14 CLINICAL STUDIES
14.1 Osteoarthrits and Rheumatoid Ardhrits
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12-week, double-blnd, consolled rial. Mel (.75 g, 7.5 mg, and 15 mg.
The assessiment,
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Meloxicam o
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142 Juvenil id Arihids (JRA)
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16 HOW SUPPLIEDSTORAGE AND HANDLING

i loxicam
7.5 mg or aslightyellow, oblong, biconvex, uncoated ublet containing meloxicam 15 g, Tm-75wg
blet 1 impressed with eter U L omane side an ablet code 7.5 onthe othr sige The
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Meloxicam Tablets USP 7.5 mg are available as followis:

NDC 29300-124-13; Botdes of 30
NDC 20300-124-01; Botles of 100

NDC 20300-124-10; Botdes of 1000

NDC 29300-124-50; Botles of 5000

Meloxicam Tablets USP 15 mg are avalable a follows:
NDC 29300-125-13; Batles of 30

NDC 29300-125-01; Bortdes of 100

NDC 29300-125-10; Botdes of 1000

NDC 2830012550 Botes f

Storage Sto 0 25°C mﬂ 107791 See USP Conrolled Room Temperaurel Kecp
B s U ey

Disperse bles i ight conaier.
Keep this and all medications out of th reach of children.

17 PATIENT COUNSELING INFORMATION
ad the

prescription dispersed.

therapy with

Iformpatiens
anNSAID and periodically durin the course of ongoing therapy.

Advise patiens 10 be alert for the sympuoms of cardiovascular thrombotic evens, including chest pain,
e f e, wesloes, o slurig ofspecl, a1 reprtany o hese sy e

Gasuolmestinal Bleeding. Ulceration and Perforation

Advise patiess 0

sy i bleed pain, dyspepsia,
Inthe seting of low-dose
i Gl

p
bleeding [see Warnings and Precautions (5.2)}

Ik 1 the warring. : faigue, lehargy
diarthea, prurits, faundice, right upper quadrant tenderness, and " flulike” symptons).f these occur,
and

Precauions G.3)1

Advise patiens 10 be alert for the symptoms of congestive heart falure ncluding shortness of breath
o it fsee

Warnings and Precautons (5.5),
Amphylactic Reactions

llng of the face

or these
and Warnings and Precautions 5.7l

Advise. a
iheir a5 soonas possible [see

Advise femles of including Meloxicam
bles, L

Eetl Toxicity

of 30 weeks

he
Brecautons (5.10) and Use in Specific Popuiations (8.1}
Avold Convonita Use of NSAIDS

{SAIDs or salicylates (e
diflunisal, sasal he ‘gasuoinestinal oxicly, and I

“over the co cols, fever, or

use alko the
healthcare provider [sce Drug Interactions (7).

For curren: prescribing informtion,call Uichemat 1-866-362-4616.
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Medicaion Gude for Nonsterodal Anc-nflammatory Drugs (NSAIDS)
‘Whatis the m
lammatory Drugs (NSAIDS)?

NSAIDS can cause serious side effcts, including:

called

. This
weamentand may Increase:

with increasing doses of NSAIDs

it Ionger use of NSAIDs

(CABG).”
Avoid taking NSAIDs

you to.
i you take NSAIDS after a recent heart

attack.

(tbe leadi

i ing, ulcers, i
from the mouth o the stomach), stomach and intes ines:

hat may cause death
‘The risk of geting an ulcer or bleeding increases with:
. phisory f somuchulcer, or socho sl el il e of NSADs

* aking medicines called "coricosteroids”. "aicoagulans”,




increasing doses of NSAIDs
longer use of NSAIDS

bleeding problems
NSAIDS should only be used:
exacty as prescribed

atihe lowest dose possible for your reatment
for the shortest e needed

‘Whatare NSAIDs?

NSAIDS g, and
‘Who should not ake NSAIDs ?
Do not ake NSAIDs:

it youl: [ other allergic any other

NSAIDs.

* rightbefore or after heartbypass surgery.

Before taking NSAIDs,
including if you:
liver or kidrey problerms

have high blood pressure

are » pregoan. Tal
{aking NSAIDS during pregrarcy. You should not take NSAIDS after 29 weeks of pregnancy.

are breastfeeding or planto breast feed.

the- . vitamins other medicines can

talking 0 your healthcare provider first.
What are the possible side effects of NSAIDs?

NSAIDS can cause serious side effects, including

See "Whatis
‘Anti-inflammatory Drugs (NSAIDS)?"

new or worse high blood pressure
heart falure

liver problems including liver fslure
Kidney problems incluing Kidrey failure
Tow red blood cells (anemia)
life-treatening skineactions
life-treatening allergic reactions

mause, vomitng, and dizziess.

* shortness of breath or wouble breathing
* chestpain

weakness inone partor ide of your body
slurred speech
swelling of the face or throst

following symptoms

more tred or weaker than usual
diarthea
itching
your skinor eyes look yellow.
indigestion or stomach pain
* flulike symptoms
Vot bl
* there is blood in your bowel movement o it s black ad sicky lke tar

skinrash or blisters with fever
swelling of the arms, legs, hands and feet

Ifyou take w00 3
These are rotall the of NSAIDs. For
provider o pharmacit about NSAIDS.

cal 0 FDA at 1-800-
FDA 1088,
Other information about NSAIDS

bleeding in he br b, and

Some NSAIDS doses Talkio your
healthcare provider before using over-the-counter NSAIDS for more than 10 days

Medicines are sometimes pr purposes other than those lsted
IDs D

Do ot
use NSAID: o other people,

professions.
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